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Squibb— Cont. 

water, or that any discoloration of fabrics from 
the Ointment may be removed by applying a 
standard cleaning fluid. 
How Supplied: Fungizone Cream (Amphoter- 
icin B Cream USP) is supplied in tubeB of 20 

Fungizone Lotion (Amphotericin B Lotion 
USP) is supplied in 80 mL plastic squeeze bot- 



uor; is auypueu m w mi. i 
ties tMilitary Depot Item, 

Fungizone Ointment (Amphotericin B Oint- 
ment USP) is supplied in tubes of 20 grams. 
Storage: Store the Cream and^Lotior^t room 



gressive, potentially fatal infections. This po- 
tent drug should not be used to treat the com- 
mon inapparent forms of fungal disease which 
show only positive skin or serologic testa. 
Fungizone Intravenous (Amphotericin B for 
Injection USP) is specifically intended to treat 
cryptococcosis (torulosis); North American 
blastomycosis; the disseminated forms of moni- 

iJ! ^idomycosis, and histoplasmosis; 

(phycomycosls) caused by spe- 
cies 01 tne genera Mucor, Rkizopus, Absidia, 
Kntomophthora, and Basidiobolus; sporotri- 
chosis (Sporothrix ackmckii {formerly Sporotri- 
chum schenckii]>, aspergillosis (Aspergillus 

Amphotericin B may be ^Pf^.S.°_^- 



FUNGIZONE® INTRAVENOUS 

(Amphotericin B tor Injection USP) 



WARNING 
This drug should be used primarily for 
treatment of patients with progressive and 
potentially fatal fungal infections; it 
should not be used to treat the common 
clinically inapparent forms of fungal dis- 
ease which show only positive skin or sero- 



iption: Fungizone Intravenous (Ampho- 
tericin B for Injection USP) iB an antifungal 
antibiotic derived from a strain of Streptomyces 
nodoeus. Crystalline amphotericin B is insolu- 
ble in water; therefore, the antibiotic is "solu- 
bllized" by the addition of sodium desoxycho- 
late to form a mixture which provides a colloi- 
dal dispersion for parenteral administration. 



during the amphotericin B innuij^ 
crease febrile reactions. The dosaj*.' Jf 



noponn to the infusion ma/ ie«., 
dence of thrombophlebitis. Extravsi 
cause chemical irritation. 
The advene reactions that are nv 



raent ot American rouaKumiieuuo »uuu»m«- 
sib, out is not the drug of choice in primary 

Cmnrorndlcations; This product is contrain- 
dicated in those patients who have shown hy- 
persensitivity to it unless, in the opinion of the 
physician, the condition requiring treatment is 
life-threatening and amenable only to ampho- 
tericin B therapy. 

Warnings: Amphotericin B is frequently the 
only effective treatment available for poten- 
tially fatal fungal disease. In each case, its pos- 
sible life-saving benefit must be balanced 
against Its untoward and dangerous side ef- 



sU is also commonly observed, 



Safety for u 

uaiiuj iku» »m —iablLshed; tl . .. 

should be used during pregnancy only if the 
possible benefits to be derived outweigh the 
potential risks involved. 
Precautions: Prolonged therapy with ampho- 
tericin B is UBually necessary. Unpleasant re- 
' 1 as are quite common when the drug <■ 
, parenterals at therapeutic dosage 1« 



Ampnowi »m b «xma a high order rffcsttw 
activity against many speck* of fungi. Hislo- 

7„*.. m f\»»iAir*l0ii unmltut. 



Candida species, 

Rhodotorula, Cryplocaccus n*>rormaiis, opu™- 
richum schenckit, Mucor muvedo, and Aspergil- 
lus fumigatus are all inhibited by concentra- 
tions of amphotericin B ranging from 0.03 to 
1.0 meg./ml. in vitro. The antibiotic is without 
effect on bacteria, rickettsiae, and viruses. 
Clinical Pharmacology 

Amphotericin B is fungistatic or fungicidal 
depending on the concentration obtained in 
body fluids and the susceptibility of the fungus. 
The drug probably acts by binding to sterols in 
the fungus cell membrane with a resultant 



roaeive, potentially fatal foim. v. 
mycotic infoctiona has been firmly 
preferably by positive culture 



ine rouuwuig auwiw imuuoiie occofjg 
quently or rarely: anuria; oliguria; iM 
cular toxicity including arrhythmia,, yg 
l»r fibrillation, cardiac arrest. rnmiM 



hearing loss; 

blurred vision or diplopia; peripherally 
thy; convulsions and other d«»->~*« 



uorucosreroiofl snouiu uwu 
concomitantly unless they are necessary to 
control drug reactions. Other nephrotoxic anti- 
biotics and antineoplastic agents such as nitro- 
gen mustard should not be given concomi- 
tantly except with great caution. 
Laboratory facilities must be available to per- 
form blood urea ™«™<««n nnrl serum creatinine 



uosage ana fiuuuiiinmuiuiii * ung 

travenous (Amphotericin B for Inject 
should be administered by sfou '-' 
infusion. Intravenous infusion sh uu » 
over a period of approximately nix, 
serving the usual precautions for in 
therapy. The recommended conconUm 
intravenous infusion w 0.1 mg./ml.{M 
ml.). 

Dosage must be adjusted to 
qulrementa of each patient si..™ 
amphotericin B varies individually.^ 
usually instituted with a daily * 



Mammalian cell memoranes aiso wumm »w 
rols and it has been suggested that the damage 
to human cells and fungal cells may share ~— - 

An UUtial intravenous inniBion of 1 to 5 mg. of 
amphotericin B per day, gradually increased to 
0.65 mg./kg. daily, produces peak plssma con- 
centrations of approximately 2 to 4 mcg./ml. 
which can persist between doses since the 
plasma half-life of amphotericin B is about 24 
hours. (For recommended dosages, see the 
DOSAGE AND ADMINISTRATION section.) 
It has been reported that amphotericin B is 
highly bound (> 90%) to plasma proteins and is 
poorly dlalyzable. 

Amphotericin B is excreted very slowly by the 
kidneys with two to five percent of a given dose 
being excreted in biologically active form. Af- 
ter treatment is discontinued, the drug can be 
detected in the urine for at least seven weeks. 
The cumulative urinary output over a seven- 
day period amounts to approximately 40 per- 
cent of the amount of drug infused. 
Details of tissue distribution and possible met- 
abolic pathways are not known. 
Indications: Fungizone Intravenous should be 
administered primarily to patients with pro- 



or endogenous creatinine clearance leais. 
These determinations should be made at least 
weekly during therapy. If the BUN exceeds 40 
mg. per 100 ml, or the serum creatinine ex- 
ceeds 3.0 mg. per 100 ml. the drug should be 
discontinued or the dosage markedly reduced 
until renal function is improved. Weekly no- 
mograms and serum potassium determina- 
tions are also advisable. Low serum magne- 
sium levels have also been noted during treat- 
ment with amphotericin B. Therapy should be 
discontinued if liver function test results (ele- 



and bilirubin) are aDnormai. 
Whenever medication is interrupted for a pe- 
riod longer than seven days, therapy should be 
resumed by starting with the lowest dosage 
level, e.g., 0.25 mg./kg. of body weight, and in- 
creased gradually as outlined under DOSAGE 
AND ADMINISTRATION. 
Adverse Reactions: While some few patients 
may tolerate full intravenous doses of ampho- 
tericin B without difficulty, 



irapeutic dosage. They may be made 1 
ere by giving aspirin, antihistamines, a 
iiemetics. Administration of the drug 
emate days may decrease anorexia e 



sporotrichosis nas rangeo "IT " }K 
The usual dose per injection is Mm 
Aspergillosis has been treated « 
' B intravenously fr- ■ 
■ with a total do 



disease, generally occurs in 
...... •»--.-. it is, tl 



ilmonaryphywrcyrS 
, ore :Mr^nm association 
malignancies, is often an inffl* M|- 
y.Acumulstivedoseof^f 



imphotericin 
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cultures should be obtained from the original 

ittafo of infection 7 to M days after therapt. In 

women, It b also desirable to obtain culture tot*?. 

cure from both the endocervical and anal canala. 

Note: gonorrheal endocarditis should be treated 

intensively with aqueous penicillin G. 

Y»w.. B.K and Plnta-treat same as syphilis in 

corresponding stageofdisease. 

!?iK h , t i , ° , " ,— ^Hunctive therapy with antitoxin- 

300,000 to 600,000 u. *U n T3 r ™x-<pS2S 

600 ,000 to 1,200,000 u. daily; Hat-bl,. 

Bacterial endocarditis (group A streptococcus) 
toTfflWOO u^Uv U8C8ptiUe infe,!ti0M: «00,000 
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prophylaxis against batohO %no^cartiti?*'uT 
patients with congenital heart disease or rheu- 



JnH. wim congenital heart disease or rheu- 
matic or other acquired valvular heart disease 
when undergoing dental procedures or surgical 
precedures of the upper respiratory tract, Se a 
combined parenteral-cral regimen. One million 
units of aqueous crystalline penicillin G (30,000 
u./kg. in children) mixed with 600,000 u. ofpenicil- 
lm G procaine (600,000 u. for children) should be 
given intramuscularly one-half to one hour before 

~nwS^'! t , 'm 0raI f Peni J Cfl , Iin V 'P»**°*yn«>thyl 
penicillin), 500 mg. for adults or 260 mg. for chil- 
dren less than 60 lb., should be given evm six 
hours foreightdoses. Doses for children should 
exceed recommendations for adults for a sir 
dose or for a 24-hour period. 
ftSwiWS* *» A.S. (Sterile 

Penleilhn G Procaine Suspension USP) is avaii- 
abt ESS vials! Cryatici " in 600 A * M 

Stereo.: Store below 16' C. «W P.); Bvo id freei- 

r£Z!!E!L ^^j^^t^oc^Hon. 1977. 
c*Su43^ endocarditis. Circulation 

FUNGIZONE® 

(Amphotericin B) 
CREAM/LOTION/OINTMENT 
DescripOon: Fungizone Cream (Amphotericin B 
Cream USP) contains the antifungal antibiotic 
Amphotericin B USP at a concentration of 3% (30 
mg /gram) ln a pleasantly tinted aqueous vehicle 
which also contains titanium dioxide, thimcrosal' 
propylene glycol cetearyl alcohol (and) ceteareth- 

20. white netmliihiTTi 1 . . 



(ringworm organisms), it nas not demonstrated an 
effectiveness in vivo on topical application. Am- 
photericin B has no significant effect either 
intro or clinically — '-- ' 
live bacteria, 
cations and , 
B) topical preparations 

-.atment of cutaneous and 

ctes 1 ,0ns rauBed b ' Candida (Monllia) spe- 
COTtratadteatlciu,: The preparations are contra- 
mdicated in patiento with a history of hyperaensi- 
any of their components. 



rJT upr«Mi measures taken. 

Idverse Reactions: Fungizone Cream (Ampho- 
encin B .Cream USP)-No evidence of any Z. 
fade tone Itj or side effects has been observed 
during or fblbvrfng the use of theCream. The prep- 
aration is usually well tolerated, by all age groups? 
It is not a primary irritant and apparently has 
& , "^J 6 """^* Po^tial. It may hare a 
drying effect on some skin, and local irritation 
characterised by erythema, pruritus, or a burning 
sensation sometimes occurs, particularly in inter- 
tnginous areas. 

Fungizone Lotion (Amphotericin B Lotion U8r> 
-No evidence of any systemic toxicity or side ef- 
fects has been observed during or following even 
prolonged, intensive and extensive application of 
the Lotion. The preparation is extremely well tol- 
erated by aU age groups, including infants, even 
when therapy must he continued for manv 
months. It is not a primary irritant and apparently 
»»■ «"»- ^ sensitizing potential. L^S into? 



Always cons ult s ul 

Storage: Store the Cream _ ZTT-^*i 
tan,™™.,,- SJ °™ and Lo«oJ 



WARNtmg 

™» drug should be used 3 .' & 
mentofpatienlswith^^'^1 
Hally fatal fungal infeSons^"! M J« 
used to treat the comnWin ^ * 
ent form, of fungal i^* 
positive skin or sero^sta* 0 *^ 



derived from a strain of iC* W, W 
enteral administration. 



Microbiology 
Amphotericin B 



has only a«i«m senaniziiig potential, Local intol- 
erance, which seldom occurs, has Included in- 
creased pruritus with or without other subject!™ 
or objective evidence of local irritation, or eW 
battel of preexisting candidal lesions. Allergic 
contact dermatitis is rare. 



vjoh, cetearyl alt 

«v, white petrolatum, mothylparabon. propylpara- 
ben, sorbitol solution, glyceryl monost ' ■ 
sorbic Icii^" 1 mon08tearat «> » irae t 
Fungizone Lotion (Amphotericin B Lotion USP) 
contain, the anUfungal antibiotic Amphotericin B 
UbP at a concentration of 3% (30 mg./ml.) in a 
tinted aqneow lotion vehicle, which is pleasantly 
scented, and also contains thimerosal, titanium 
Kf?' « ua , r K«'». PfPyleneglycol, ceiyl alcohol, 
stearyl alcohol, sormtan monopalmitate, polysor- 
™l fl«f ' ■JT 1 m ?T tollrate > P^thylene gly- 
ylparaben, and propylparaben. 
Fungizone Ointaent (Amphotericin B Ointment 
USP) contain, i the antifungal antibiotic Ampho- 
tencm B USP at a concentration of 3% (so 
mgygram) m a tinted form of Plastibase® CPlasti- 

™ • ?^. bose w,th titanium dioxide. 
Clinical Pharmacology; Amphotericin B is 
antfoiobc with antifungal activity which is prc- 
8 f^l^pto^ nodo^. It has 
been shown to exhibit greater in Bifroactivity than 

clinical studies involving cutaneous and mucocu- 
taneous candidal infections, results with topical 



iikp\ xt ^"""""M- .".in u uuiuneni 

prolonged, intensive and extonsive application of 
the Ointment. The preparation is usually weE 
tolerated by all age groups. It is not a primary irri- 
tant and apparently has only a slight sensitizinir 
potential. However, it is well to remember that 
any o eaginous ointment vehicle may occasionally 
areas' " PPlled *° intertrS ti B »<* 

Dosage and Admirdetration: Fungizone (Am- 
be applied hborally to the candidal lesions two 

usually respond within a few days, an^trtataenl 
3a *ree weeks. Similarly, 

canduliasis of the diaper area, perleche, and g£ 
nrous skin lesions usually clear in one fyi to,., 
weeks. Intei-dlgital (erosW ■hto^lSS 
two to four weeks of intensive OterapyTparo! 
nychms also .require relatively prolonged tllere 
and those onychomycoses which respond may 
quire several months or more of treatment. (Be- 



'* high order of M 
^oflungL^a 
va tmmitia, Ct 



~.,«,.k^», eporotne 



'"""^ U J wjniMntratione ofo.-»o»»»»..-I. 

^^^^ 
CUnicol Pharmacology 
Amphoteridn B is fungistaUo or fuk 

Huids and the su^e^Slit^f ttsll 
drug probably acts by binding to ^M, 
gus cell membrane with a resultantl 
membrane i^rmeability which allows 
variety of small molecules. MaramallS 
branee aleo contain sterols and It L'8 
gested that the damage to hnman'^M 
cells may share common mechaotoa,*SS 
An initial intravenous infusion § 

trations of approximately 2 to 4 i 
can persist between doses since tk 
life of amphotericin B is about I 
recommended- dosages, see the D 
ADMINISTRATION section.) It has 



-witoub unuiuQEu iniecyona, 
preparations of amphotericin B were comparable 
Hons obtalned Wlth "y^n similar formula- 
Although amphotericin B exhibits some in vitro 
activity against the superficial dermatophytes 



NOTE: wnen rubbed into the lesion, the Cream 
discolors the skin niinimally. The Lotion and Oint- 
ment do not stain the skin when thorouehhr 
rubbed Into the lesion although nail lesions inaVbe 
stained. The patient should be informed thaUny 
discoloration of fabrics from the Cream may be 
removed by hand-washing the fabric with soop and 
wann water, that any discoloration of fabrics from 
the Lotion is readily removed with soap and warm 
water, or that any discoloration of fabrics from the 

^^^^^^ 

' Sup J?i?Sf ,! . Fontfzoim Cream (Amphotericin 
j. vream USP) is supplied in tubes of 20 grams 
Fungizone Lotion (Amphotericin B Lot™ USP) is 
supplied m 80 ml. pkaik squeeze botUes (Military 
Depot Item, NSN 660B-(X>890-1486). ^ 
frS?5 i ? one 0ln tment (Amphotericin B Ointment 
USP) is supplied in tabes of 20 grams. | 




"uiu/iws, ana 
(phycomyecsis) cai 
Mucor, Bhiztwus, 



id histoplssni 
caused by sj 



™«uui«uiif sporotnenos 
[formerly Sporotrichum K 
] (Aspergillus flimigatw). ;:m 
i Amphotericin B may be helpful ifl ffi 
of American mucocutaneous leisajSf 
not the drug of choice in primar$| 



hotoricin Bvarim individuall) 'f 
lly instituted with a daily. .§ 
kg. of body weight and gi* 
led as tolerance permits. Thsr 17 
: data presently available to 



initial concentrate of 5 mg. aropho- 
i'-B P° r m1, I* ra3t P 1- epared by rapidly 
10 ml. Sterile Water for Injection 
"to bacteriostatic oaentdirectly into 
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jjjd yiai immeuiBHMy until tne colloidal 
jj, dear. The infusion solution, provid- 
isgjf, amphotericin B per ml., is then ob- 
[WTorther dilution (1:60) with 5% Dex- 
** 'onUSP o/>ffa6ot>e42.ThepHof 
^er of Dextrose Injection should be 
pjed before use. Commercial Dextrose 
Penally has a pH above 4.2; however, 
fcfoff then 1 or 2 ml. of buffer should 
'he Dextrose Injection before it is 

$jj B. The recommended buffer has the 



HALCIDERM® CREAM 0.1% , 
(Halclnonid. Cream 0.1 K) * 
Description! Halciderm Cream (Halcino- 
nide Cream 0.1%) contains the active synthetic 
corticosteroid heJrinonide. Chemically hal- 

progn-4-ene-3,2CWione. 

Each gram ofHalciderm Cream 0.1% (Halcino- 
nide Cream 0.1%) contains 1 mg. taC 
in a hydrophilic vanishing creai base roS- 
Jng of propylene glycol, dimethicone 860, cas- 
•»r oil, cetearyl alcohol (and) ceteareth-20 
and purified water. This formulation is water- 
washable, greaselees, and nonBtaining, with 

C^nS*^-™ , Cream halcinonide 
ftT^i"^ " P™""^ effective because of 
its anti-mflammatorv. antinruriti* <.„,) „„„ 



1833 



Dosage and Administration: Apply Hal- 
raderm Cream (Halcinonide Cream 0.1%) to 
Kfly f three times daily. Hub 

Occlusive Dresslns Technique; Particularly 



0.96 g. 

qs. 100.0 ml. 
Sr should be sterilised before it is 
> Dextrose Injection, either by fil- 
rough a bacterial retentive stone, 
or by autoclavtog for 30 
"™Bsure(121'C.). 
to technique must be 

, , „ in all handling, since no 

l&tfa or bacteriostatic agent is present 
H w> , n or in the materials used to 
M_!t wd^iBtration. All entries into 
Rtorinto tbo diluents must foe mads 
pSferile needle. Do not reconstitute 
""^solutions. The use of any rlilu- 



oonstrictive actions, 
todications: Halciderm Cream is indicated 
tor relief of the inflammatory manifestations 
ot corticosteroid-responsive dermatoses 
Contraindication: Topical steroids are con- 
tr abdicated in those patients with a history of 
hwwsensitivity to any of the component! of 
Precautions: General-If irritation devel- 
op the product should be discontinued and 
appropriate therapy, instituted, 
in the presence of an infection, the use of an 



able * ■ ' 



~/M of 'he antlbioticrDo notueVihe 
»iW»ntrata or the Infusion solution 
Wt 7 ,denc » of precipitation or 
In matter in filth** 



: Fungizone Intravenous is sup- 
r~J?t BtmUe WMlized cake 
rparhally reduce to powder follow- 
g^tiire) providing 60 mg. amphoteri- 
mi mg. sodium desoxycholate with 
Imodium Dh™ 0 hates as a buffer. At the 
he air in the container is 



W (Amphotericin B for injection 
W be stored in the refrigerator/pro- 

■icin B per ml. after re- 

ta . jjL Sterile Water for In- 

^ may be stored in the dark, at 
"we for 24 houra, or at refrigera- 
- es lor one week with minimal 
-Mj SJ «"« clarity. Any unused mate. 

•» dfcearded. Solutions pre- 
rabayenous infusion (0.1 mg. or Ls 
kL per jjjj should be used 
T Preparation and should be prc- 



™" «>««iuBuuy controlled. 
If extensive areas are treated or if the occlusive 
technique is used, there will be increased ays- 
temic absorption of the corticosteroid and suit- 
— itions should be taken, particularly 
j» ~mureu and infants. 
This preparation is not for ophthalmic use 
Usage In Preonancy-Although topical ste- 
roids have not been reported to have an al 
verse effect on human pregnancy, the safety of 
thou- use in pregnant women has not been ab- 
solutely established. In laboratory aSnall 
mcreases in incidence of fetal abnormalities' 
mg females to topical corticosteroids, in some 
f llT er , loW dosage levels - Therefore, 
drugs of this class should not be used extend 
sively on pregnant patients, in la> 
™ "~ prolonged periods of time, 
jcciueive * 
abiorptiou Ull . l 

extensive lesions, it may be preferable to use , 



— . w,i UU | V uujiaaLosee such as 
»Z"JZ "" J , neur oderniatitis may require the 
use of Halciderm Cream (Halcinonide Cream 
0.1%) under occlusive dressings. Gently rub a 
small amount of the cream into the lesion until 
it disappears. Reapply the preparation leaving 
a thm coating on the lesion and cover witha 
Pliable nonporoua film. The frequency of 
changing dressings is best determined on an 
mdmduai basis. Good results have been ob- 
tained by applying Halciderm Cream (Halcino- 
n.de Cream 0.1%) under an occlusive dressing 
in the evening and removing the dressing in 

umir^r,^- 1 m ° Ur ^^0- When 
utUhung the 12-hour occlusion regimen, addi- 

eloTdu^X^^^^^ 



„ «"»uig cnange. 

wZ ^Z pUed: Avaflabl « in 16 *• 30 *. ^ 



-—■v.. more at room I 
freezing and refrigeration. 



orior VO^^S^T 
Occlusive Drewino Technfque-The use of 

«cW a dressing increases the percutaneous 
absorption of corticosteroids. For patients with 
extensive lesions, it may be preferable to use a 
tt>e body at a time. The patient should be kept 
under c ose observation if treated with the oc- 
clusive technique over large areas and over^ 
considerable penod of time. Occasionally, a 
patient who has been on prolonged theraov 
especially occlusive therapy, Xy deWc-o 

medication is stomierl Tdo^moi i 



LUBtiuu ih a topper, i ... 

— j be impaired rf large areas of thebodv"^ 
covered. Use of the Ssive dressTng^uW 
bediscontmued if elevation of the bodytemper 



velop a sensitivity reaction to a particular 
elusive dressing material or adhesive and 
substitute material may be neSssa^ 
tfmfection develops, discontinue the use of the 

aS&blalTerapt^™^ 
Adverse Reactions: The following local ad- 
ZTJSf t V )ns . have ^ reported with topi- 
cal corticosteroids, especially under occlusive 
dressmgs: burning sensations, itching, irrita- 
tion, dryness, folliculitis, hypertrichosis aone- 

'i- ^/oco^y infection"^ 
atrophy, striae, and miliaria. | 



inalcinoolde) 

CREAM/OIMTMENT/SOLUTION 
Description: Halog preparations contain 
the artive synthetic corticosteroid halcinonme 

L„«.^ * 16 > a-methylethyl- 

H« r ' P^-^a-S^dione 
^feP^T. 00 ? 6 * <Halcinonlde Cream 
0J026W contains 0.25 mg. halcinonide pT 
gram m a specially formulated cream base con- 

vl™» -i ? ^ to ™.?™ 1 Po'^oate 60, proj- 
water. Halog Cream 0.1% (Halcinonide Cream 
0.1%) contains 1 mg. halcinonide per gram in a 
specially formulated cream hassanluZg of 

TO y l™Zitate a L N ^hS [ • 5 aj °°^' 

So^%HLwns % 0 2fi WCin0nide ^ 
Z^t P'r^a ^^dS'Hyart 
carbon Gel), a polyethylene and mineral oil ml 
ST" T th ,$}y°W°™ glycol 4(»,TiyX 

tTT? diHt f lrate ' Polyrfe glycol 
300, polyethylene glycol 1540, and butvlated 



! ssoiutlon 0.1% (Halcinonide Solution 
u -f»» contains 1 mg. halcinonide (01%) ^ 



» t^eservaave. 
Haldnonkle preparations are pri- 
maril, effective because of their ana-inflam- 
matory, antipruritic snd vasoconstrictive T 
fcdlcnUons. Halog (Halcinonide) prepare- 
tor? Sn'J'W for r elirf of the inflamma- 
^e^^t™ * ^"^oid-respon. 

^ri d i <!at i? n! To P kal steroida are con- 
toaindicated m those patients with a history of 



Always consult Bi§ 



,.~^.w™ neoformant. Sporotncliumiil 
cor muceda, and Atpergillus fumif-™ 
hibited by concentrations of amphi 
tag from 0.03 to L0 meg./ml. in vd 
otic is without effect on ba<+~«->i 



Amphotericin B is fuiiguitatie oMfi 
pending on the concentration ob{*«i 
Ldafndtheausceptibmyor* 
drug probably acta by binding to *t* 
cub cell membrane with a rasul. 
Tmbrane permeability which at 
variety of small molecules. Mami 
branes also contain sterols and . 
gested that the damage to human 
cells moy share common mechanL 
An initial intravenous infusion OfJ 
amphotericin B per day, B»du» 
0.65 mg./kg. daily, produces paak|| 
trations of approximately 2 i 4- Jrt 
can persist between doses since W* 
life of .^Wtetaiii B iM*o*j| 



ADMINI3TBATION section.) lit hi 
that amphotericin B is luuWj* 
plasma proteins and is poorly W 
Amphotericin B is «»crtted -vwfl 
kidneys with two to five P*"™^ 
being excreted in bioIogJcaUjr »^ 
treatment is discontmued, tna tw 
tected in the urine for at least sin, 
cumulative urinary output overaw 
amounts to approximately 4<M 
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Product Information 

The following 
quently or rare . 
toxicity Including arrhythmias, ventricular fibril- 
lation, cardiac arrest, hypertension, and hypoten- 
sion; coagulation defects; thrombocytopenia; leu- 
kopenia; agranulocytosis; eosinophilia; leukocyto- 
sis; melena or hemorrhagic gastroenteritis; macu- 
lopapular rash; hearing loss; tinnitus; transient 
vertigo; blurred vision or diplopia; peripheral neu- 
ropathy; convulsions and other neurologic symp- 
toms; pruritus (without rash); anaphylactoid reac- 
tions; acute liver failure; and flushing. 
Dosage and Administration: Fungizone Intrave- 
nous (Amphotericin B for Injection USP) should be 
administered by tlow intravenous Infusion. Intra- 
venous infusion should be given over a period of 
approximately six hours observing the usi ' 
" itravenous therapy, The 



0.1 mg./ml. (1 mg./lO mU 
Dosage must be adjusted to the specific require- 
ments of each patient since tolerance to amphoter- 
icin B varies individually. Therapy is usually insti- 
tuted with a daily dose of 0.26 mg./kg. of body 
weight and gradually increased as tolerance per- 
mits, There are insufficient data presently avail- 
able to define total dosage requirements and dura- 
tion of treatment necessary for eradication of my- 
coses such as phycomycosis. The optimal dose is 
unknown. Total daily dosage may range up to 1.0 
mg./kg. of body weight or alternate day dosages 
ranging up to 1.5 mg./kg. Several months of ther- 
apy ore usually necessary; a shorter period of ther- 
apy may produce 



CAUTION: Under no circumstances should a 
total daily dosage of US mgykg. be exceeded. 

Therapy with intravenous amphotericin B for 
sporotrichosis has ranged up to nine months. The 
usual dose per injection is 20 mg. 
Aspergillosis has been treated with amphotericin 
for a period up to 11 months with 



to 3.6 g. 



in association with diabetic 
ketoacidOBin. It is, therefore, imperative the* rapid 
restoration of diabetic control be instituted before 
successful treatment with Fungizone Intravenous 
(Amphotericin B for Injection USP) can be accom- 
plished. En contradistinction, pulmonary 
phycomycosis, which is more common in associa- 
tion with hematologic malignancies, is often an 
incidental finding at autopsy. A cumulative dose of 
at least 3 g. of amphotericin B is recommended. 
Although a total dose of 3 to 4 g. will infrequently 

lasting renal impairment, this Would seem a 

nable minimum where there is clinical evi- 
dence of invasion of the deep tissues; since rhino- 
cerebral phycomycosis usually follows a rapidly 
fatal course, the therapeutic approach must neces- 
sarily be more aggressive than that used in more 

Preparation, of Solutions! Reconstitute as 
follows: An initial concentrate of 5 mg. amphoteri- 

B per mL is first prepared by rapidly express- 
ing 10 ml. Sterile Water for Injection USP without 
a bacteriostatic agent directly into the lyophillzed 
cake, using a sterile needle (minimum diameter: 
20 gauge) and syringe. Shake the vial immediately 
until the colloidal solution is dear. The Infusion 

ition, providing 0.1 mg. amphotericin B per ml., 
is then obtained by further dilution (1:60) with 6% 
Dextrose Injection USP of pH above 4.2. The pH of 
each container of Dextrose Injection should be 
ascertained before use. Commercial Dextrose In- 
jection usually has a pH above 4.2; however, if it is 
below 4.2, then 1 or 2 ml. of buffer should be added 
to the Dextrose Injection before it is used to dilute 
the concentrated solution of amphotericin B. The 
recommended buffer has the following composi- 

Dibaaic sodium phosphate 

(anhydrous) 1.68 g.' 

Monobasic sodium 

phosphate (anhydrous) 0.96 g. 



1913 

Water for Injection ~ 
USP qs. 100.0 mL 

The buffer should be sterilized before It is sided to - 
the Dextrose ■ Injection, either by filtration 
through a bacterial retentive stone, mat, or mem- 
brane, or by autoclaving for 30 minutes at 16 lb. 
pressure (121' a). 

CAUTION: Aseptic technique must be strictly 
observed in all handling, since no preservative 
or bacteriostatic agent is present in the antibiotic 
or in the materials used to prepare It for armiinis- 
tration. All entries into the vial or into the dilu- 
ents must be made with a sterile needle. Do 
not reconstitute with saline solutions, The use 
of any diluent other than the ones recom- 
mended or the presence of a bacteriostatic 
agent (e.g., benzyl alcohol) in the diluent may 
cause precipitation of the antibiotic. Do not 
use the Initial concentrate or the infusion so- 
lution if there to any evidence of precipitation 
or foreign matter in either one. 

"" maybeusedforjntra- 
rricin B; however, the 
of the Alter should not be 



How Supplied: Fungizone Intravenous is sup 
plied in vials as a sterile lyophillzed cake (which 
may partially reduce to powder following manu- 
facture) providing 60 mg. amphotericin B and 41 
mg. sodium desexycholate with 20.2 mg. sodium 
phosphates as a buffer. At the time of manufac- 
ture, the air in the container is replaced by nitro- 
gen. [Military Depot Item: NSN 6606*1-084-9453.] 
Storage: Prior to recoiwtitution, Fungizone Intra- 
venous (Amphotericin B for injection USP) ihould 
be stored in the refrigerator, protected against 
exposure to light The concentrate (6 mg. ampho- 
tericin B per ml. after reconstitution with 10 ml. 
Sterile Water for Injection USP) may be stored in 
the dark, at room temperature for 24 hours, or ' 



refrigerator temperatures for one week with mini- 
mal loss of potency and clarity. Any unused mate- 
rial should then be discarded. Solutions prepared 
less amphoter- 



of primarily synthetic steroids used ss 

- jnatory and antipruritic agents. The 

steroids in this class include halcinonide. Halcino- 
nide is designated chemically as 21-Chloro-9- 

" MP, lCu,17-trihydroxypregn-4-ene-S,20- 

cydlc 16,17-acetal with acetone, 
t gram of D.1% Halciderm Cream (Halcino: 
Cream) contains 1 mg. halcinonide in a hydro- 
c vanishing cream base consisting of propy- 
gtycol, dimetbicone 360, castor oil, cetearyl 
' md) CBteareth-20, propylene glycol stea- 
ls petrolatum, and purified water. This 
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clinical efficacies of the topical c* 
There is some evidence to suggest that a recogniz- 
able correlation exists between vasoconstrictor 
potency and therapeutic efficacy in man, 
Pharmacokinetics: The extent of 




